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DETAILED ACTION 
Status of Claims 

1. This action is in reply to the application filed on 19 May, 2005 

2. Claims 1 - 16 are currently pending and have been examined. 

Specification 

3. The disclosure is objected to because of the following informalities: use of acronyms. 
Specifically, on page 9 the terms "BMI calculator" and "PCA device" are used. For purposes of 
this examination, Examiner assumes these terms mean "Body Mass Index calculator" and PDA 
device" respectively. 

Appropriate correction is required. 

Claim Rejections - 35 USC §101 

4. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, 
subject to the conditions and requirements of this title. 

5. Claims 1 - 4, are rejected under 35 U.S.C. 101 because the claimed invention is directed to non- 
statutory subject matter. The steps recited do not qualify as a statutory process. In order for a 
method to be considered a "process" under §101, a claimed process must either: (1) be tied to 
another statutory class (such as a particular apparatus) or (2) transform underlying subject matter 
(such as an article or materials). Diamond v. Diehr , 450 U.S. 175, 184 (1981); Parker v. Flook , 
437 U.S. 584, 588 n.9 (1978); Gottschalk v. Benson . 409 U.S. 63, 70 (1972). If neither of these 
requirements is met by the claim, the method is not a patent eligible process under §101 and is 
non-statutory subject matter. Although the steps are performed using a computer, the computer is 
a field of use limitation because the steps are human actions that do not require (i.e. are not tied 
to) the computer. 
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6. Examiner's Note: The Examiner has pointed out particular references contained in the prior art 
of record within the body of this action for the convenience of the Applicant. Although the 
specified citations are representative of the teachings in the art and are applied to the specific 
limitations within the individual claim, other passages and figures may apply. Applicant, in 
preparing the response, should consider fully the entire reference as potentially teaching all or 
part of the claimed invention, as well as the context of the passage as taught by the prior art or 
disclosed by the Examiner. 

Claim Rejections - 35 USC §103 

7. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 (1966), 
that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 

9. Claims 1 - 3, 6 - 9 and 12 - 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Barnhill et al. (US 5769074 A) and in further view of Herren et al. (US 6108635 A) and in further 
view of Teagarden et al. (US 6014631 A). 

CLAIMS 1-3, 6 -9 and 12 -14 

Barnhill as shown discloses the following limitations: 

• comparing, using a processing device, patient profile information for one or more patients with 
said treatment regimen; (see at least Barnhill column 8 line 6-10 and column 7 line 41 - 64); 
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• recommending a specific treatment regimen for one or more of said patients whose patient profile 
information was subjected to said comparison step, based on said comparison results; (see at 
least Barnhill column 23 line 51 - 59 and column 8 line 6-10); 

• outputting said comparison results; (see at least Barnhill column 8 line 6-14); 

• gathering said patient profile information; (see at least Barnhill column 12 line 4-18); 

• obtaining basic profile information for each of said one or more patients; (see at least Barnhill 
column 12 line 4 - 8); 

• obtaining visit-specific profile information for each of said one or more patients; (see at least 
Barnhill column 12 line 9-18). 

Barnhill as shown discloses the limitations shown above. Barnhill does not disclose the following 
limitations, however Herren does: 

• study data pertaining to said treatment regimen; (see at least Herren column 12 lines 4-10); 

• gathering said study data pertaining to said treatment regimen; (see at least Herren column 12 
lines 4- 10); 

• storing said study data in a memory accessible by said processing device; (see at least Herren 
column 12 lines 4 - 10); 

• an output device, coupled to said processor, for displaying said recommended treatment regimen; 
(see at least Herren column 1 1 lines 7-13 and line 42 - 53); 

• an input device, coupled to said processor, for inputting said patient profile information; (see at 
least Herren column 1 1 lines 42 - 53); 

• a storage device, coupled to said processor, for storing said patient profile information; (see at 
least Herren column 1 1 lines 42 - 53); 

• means for inputting study data pertaining to said treatment regimen; (see at least Herren column 
14 lines 12-39); 

• a storage device for storing said study data; (see at least Herren column 1 1 lines 42 - 53); 

• computer-readable means; (see at least Herren column 1 1 lines 42 - 53); 
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It would be obvious to one of ordinary skill in the art at the time of the invention to modify the computer 
assisted diagnosis and treatment method of Barnhill with the disease information system of Herren 
because using study data to diagnose and recommend treatments allows practitioners to take advantage 
of the prior knowledge gained by researchers through clinical trials. 

The combination of Barnhill/Herren discloses the limitations shown above. Barnhill/Herren does not 
disclose the following limitations, however, Teagarden does: 

• storing said patient profile information in a memory accessible by said processing device; (see at 
least Teagarden column 1 3 lines 4-15). 

It would be obvious to one of ordinary skill in the art at the time of the invention to modify the computer 
assisted diagnosis and treatment method of Barnhill/Herren with the medication review system of 
Teagarden because storing patient information allows for an on-going review of the effects the treatment 
are having on a patient. 

10. Claims 4, 10 and 15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Barnhill et 
al. (US 5769074 A) and in further view of Herren et al. (US 6108635 A) and in further view of 
Teagarden et al. (US 6014631 A) and in further view of Applicants Own Admission. 

CLAIMS 4, 10 and 15 

The combination of Barnhill/Herren/Teagarden as shown discloses the limitations above. 
Barnhill/Herren/Teagarden does not disclose the following limitations, however, Levy does: 

• study data comprises data from the Heart Outcomes Prevention Evaluation (HOPE) study; (see 
at least Levy column 1 9 line 39 - 47). 

It would be obvious to one of ordinary skill in the art at the time of the invention to modify the computer 
assisted diagnosis and treatment method of Barnhill/Herren/Teagarden with the use of the HOPE study 
as disclosed in Levy because the use of qualified studies to recommend treatment options provides the 
most up to date and effective treatment options available. 
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Additionally, Applicant's Own Admission in the disclosure of the present application (see page 2) that the 
Hope study data has been used to evaluate the treatment of a particular condition constitutes prior art. 

11. Claims 5 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable over Barnhill et al. 
(US 5769074 A) and in further view of Herren et al. (US 6108635 A) and in further view of 
Teagarden etal. (US 6014631 A) and in further view of Edelson (US 6251608 B1). 

CLAIMS 5 and 11 

The combination of Barnhill/Herren/Teagarden as shown discloses the limitations above. 
Barnhill/Herren/Teagarden does not disclose the following limitations, however Edelson does: 

• processing device comprises a PDA; (see at least Edelson column 7 line 64 to column 8 line 3). 
It would be obvious to one of ordinary skill in the art at the time of the invention to modify the computer 
assisted diagnosis and treatment method of Barnhill/Herren/Teagarden with the prescription creation 
system of Edelson because PDA's allow practitioners to receive and manipulate data of all kinds during a 
patient care event thus giving faster results. 

12. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Haq et al. (US PG PUB 
2002/0095313 A1) and in further view of Herren et al. (US 6108635 A). 

CLAIM 16 

Haq as shown discloses the following limitations: 

• a recording device configured to solicit patient profile information for one or more patients; (see at 
least Haq paragraph 0080); 

• a storage device, couple able to said recording device, storing said patient profile information; 
(see at least Haq paragraph 0055 

• a processor configured to; (see at least Haq paragraph 0055); 

• compare said patient profile information with data stored in database; (see at least Haq 
paragraph 0097) 
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• issue a recommendation recommending said treatment regimen for each patient having 
patient profile information that indicates, based on said comparison with data, a benefit to 
be gained from said treatment regimen; (see at least Haq paragraph 0098) 
Haq as shown discloses the limitations shown above. Haq does not disclose the following limitations, 
however, Herren does: 

• study data stored in said study database; (see at least Herren column 12 lines 4-10). 
It would be obvious to one of ordinary skill in the art at the time of the invention to modify the computer 
assisted diagnosis and treatment method of Haq with the disease information system of Herren because 
using study data to diagnose and recommend treatments allows practitioners to take advantage of the 
prior knowledge gained by researchers through clinical trials. 
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CONCLUSION 

Any inquiry of a general nature or relating to the status of this application or concerning this 
communication or earlier communications from the Examiner should be directed to John A. Pauls whose 
telephone number is 571-270-5557. The Examiner can normally be reached on Monday-Friday, 9:30am- 
5:00pm. If attempts to reach the examiner by telephone are unsuccessful, the Examiner's supervisor, 
JAMES A. REAGAN can be reached at 571.272.6710. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see 

Mti?l//ggita]jj^ ■ Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866.217.9197 (toll-free). 
Any response to this action should be mailed to: 

Commissioner of Patents and Trademarks 
Washington, D.C. 20231 

or faxed to 571-273-8300. 
Hand delivered responses should be brought to the United States Patent and Trademark Office 
Customer Service Window: 

Randolph Building 
401 Dulany Street 
Alexandria, VA 22314. 

Date: 2 February, 2009 
/JOHN A. PAULS/ 
Examiner, Art Unit 4114 
/James A. Reagan/ 

Supervisory Patent Examiner, Art Unit 4114 



